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Co-amoxiclav is the commissioning responsibility of CCGs. 
 
HMMC Recommendation: 
 

NOT RECOMMENDED for routine prescribing within Hertfordshire in primary, secondary or 
tertiary care.  There is emerging evidence for the intervention, but this is preliminary evidence 
only, and needs to be weighed against the risk of healthcare associated infection and 
resistance with wider use of broad spectrum antibiotics. 
 

 

EFFICACY 

• In a phase III double blinded trial, 162 patients 
with chronic low back pain and Modic type 1 
changes were randomised to co-amoxiclav or 
placebo for 100 days. 

• At one year of follow up, there was a 
statistically significant improvement for the 
antibiotic groups compared to placebo groups 
in terms of disability questionnaire score and 
lower back pain score, but not in terms of days 
of sick leave. 
 

SAFETY 

• In the phase III trial, gastrointestinal symptoms were 
more common in the co-amoxiclav group than the 
placebo group. 

• There are a number of risks associated with long 
term, broad spectrum antibiotic use: 

o Risk of healthcare associated infections 
such as clostridium difficile infection. 

o Risk of resistance developing in the 
treated individual and the general 
population. 

• Use of co-amoxiclav at a dose or 2x375mg three 
times daily increases the clavulanic acid component 
above the recommended dose. 

COST 

• Drug Tariff cost (June 2014) for co-amoxiclav 
375mg three times daily is £37/patient/100 day 
course.  Costs will be affected by generic 
shortages (current NCSO price concession is 
£99/patient/100 day course). 

• Estimated cost impact per CCG is £25k. 

• There is no information on cost effectiveness. 
 

PATIENT FACTORS 
• Patients who may be considering spinal surgery as an 

option would be likely to welcome a trial of an alternative 
oral treatment. 

 

 

 

Assessment against Ethical Framework 
 
Evidence of Clinical Effectiveness and Safety 
Albert HB, Sorensen JS, Christensen BS, et al. (2013) Antibiotic treatment in patients with chronic low back pain and vertebral bone 
edema (Modic type 1 changes): a double-blind randomized clinical controlled trial of efficacy. European Spine Journal 22: 697–707  

• 347 patients with previous disc herniation on MRI within preceding 6-24 months and lower back pain of more than 6 months 
duration were recruited to the trial. 

• Of the 347 patients recruited, 51% were excluded following a second MRI which identified no new Modic type 1 changes 
adjacent to the herniated disc, or only Modic type 2 changes. 

• The final number of patients included was 162. 
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• Patients were randomised to one of four arms: co-amoxiclav 375mg three times daily, co-amoxiclav 2 tablets of 375mg three 
times daily, placebo 1 three times daily or placebo 2 three times daily. 

• Treatment was continued for 100 days. 

• The study was double blinded and randomisation was concealed. 

• Baseline characteristics were similar, except that more patients in the placebo groups than the antibiotic groups had Modic 
changes graded as minute (28.8% vs 10.4%). 

• The primary outcome measure was the Roland Morris Disability Questionnaire (RMDQ, scale 0-24) and lower back pain 
(LBP, scale of 1-10), analysed at 1 year of follow up.  Patients were assessed by MRI for Modic changes at 1 year of follow 
up (the statistical significance of the difference was not reported). 

Outcome measure Antibiotic groups Placebo Groups 

 Baseline 1 year Baseline 1 year 

RMDQ 15 7 15 14 
LBP 6.7 3.7 6.3 6.3 
% patients with Modic changes 100% 13% 100% 15% 

• There was a numerical reduction in days with sick leave in favour of antibiotic therapy but this was not statistically significant. 

• Adverse effects were more common in the antibiotic group than the placebo group (65% vs 23%), mostly gastrointestinal side 
effects.  Four patients dropped out of the antibiotic group due to side effects. 

 
Cost of treatment and cost effectiveness 

• The Drug Tariff June 2014 cost for co-amoxiclav 375mg tablets, three times a day for 100 days, is £37.43. 
• There may be additional activity costs related to additional imaging. 
• Assuming 33% of adult patients in either of the Herts CCGs experiences low back pain, 20% of these patients consult their 

GP and of these 2% are prescribed co-amoxiclav 375mg three times daily for 100days, the annual cost for a single CCG 
related to co-amoxiclav for low back pain is estimated to be £25k. The figures of 33% and 20% in the cost impact estimate 
are taken from NICE CG88.  2% figure is estimate from specialist. 

• Note that due to current generic shortages, the NCSO price concession for co-amoxiclav 375mg in May 2014 was £6.93 (that 
is, £99 for 100 days at 375mg three times daily) so if this price continues, costs estimated could be tripled. 

• There are no specific evaluations of the cost effectiveness. 
 

The needs of the population 

• The needs of the population are low as there are other treatments available, as recommended in national treatment guidance 
(NICE CG88). 

 
The needs of the community 

• As low back pain is a common disorder, affecting around one third of the UK adult population each year, the additional scans 
required and antibiotic use may lead to a cost pressure affecting the ability of the local NHS to afford other services.  There 
may be other community effects caused by longer term antibiotic use: resistance and healthcare acquired infection risk. 

 
Policy drivers 

• Recently published preliminary evidence which indicates that co-amoxiclav when used in this way may be a promising new 
therapeutic approach to back pain management. 

• Local interest from specialists in use of this agent (WHHT). 
 

Equity 

• No issues identified 
Implementability 

• No issues identified 
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